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Unidentified Male:
Okay. Our next speak is Jeremy Sussman talking about quality improvement in statin prescribing in primary care.

Jeremy Sussman:
Thank you for having me. It’s a real privilege to be here. So, yeah, the project is called Quality Improvement and Personalization for Statins Project. I do want to thank the team that was involved in all of it. I do have no conflicts of interest, and, again, the financial support from the PrOVE QUERI and my career development award. I greatly appreciate it.

So, the story to this begins in 2013 when the American College of Cardiology and the American Heart Association released new guidelines for the use of statin drugs. Experts reshaped treatment guide for cholesterol, change in statin use. Two groups see no need to drop to a specific level of LDL. Within a year, the VA and the Department of Defense would have a guideline that also used somewhat similar strategies and approaches. 

The key phrase to what happened there is reshaped. This really was a conceptual shift in how providers use these drugs that have been the most commonly used drugs in medical care. Before the new guidelines, providers would change the dose and drug until you reach a specific level of cholesterol. So, you would really guide towards that LDL cholesterol level.

Afterwards, you would assess risk. What’s the patient’s chance of having a heart attack or stroke? If they’re at risk of a heart attack or stroke, you give a statin drug. This would be treatment based around risk prediction and risk reduction not cholesterol lowering.

The way we calculate risk in clinical practice right now then is fairly manual in the sense that you actively input around eight risk factors into a web app or a website. Even the website then uses a formula that’s been developed from large studies and spits back out what the patient’s risk is. If that’s high, you’re recommended statin.

I’m going to argue this is actually sort of the first clinical use of risk calculation in daily regular clinical practice, something where you have to use an underlying formula and understand a patient’s risk for using guided treatment.

The VA DOD guidelines then specifically said you treat anyone who has had a heart attack or stroke, anyone with diabetes, so, those are patients we know are high risk, anyone with very high cholesterol, or anyone with a calculated risk greater than 12 percent as it pops out of that formula.

It’s worth remembering stakes for this are really very, very high. Heart attack and stroke are still the number one and three killer of veterans. Over 60 percent of VA patients would be recommended statins by these guidelines. Obviously, a particularly high risk population, about 60 percent.

The implications also are high in terms of a change of clinical practice. Of two million very high risk patients that we looked at with patients with risk over 20 percent, fully half of them are not currently meeting the guidelines and, in fact, the recommended care changes for over 40 percent. So, 40 percent of people would be meeting one of the guidelines but not the only to change what should happen now.

The effect of these guidelines as we are showing in some unpublished data now and other groups have already shown is in spite of all of the press, all of the attention, front page news, prescribing has barely changed any way shape or form. That’s both within the VA and without. 

Leading to that is the question, what’s needed? What’s going wrong, and how can we change the practice? So, the objectives of this project then was to develop an implementation intervention to both help understand and guide the transition to the new guidelines. 

The intervention components will be developed over the course of a qualitative process included education, performance measurements, audio feedback, and a physician support tool. The education set was a single session that we provided to all providers that was based around clinical examples and models to clarify the issues and new guidelines.

We developed a performance measure that similarly was based on these concepts of risks and benefit and risk prediction that we thought would utilize new guidelines in a more effective way and really help patients and providers understand what’s needed from them. 

We developed and audit and feedback that was based on that performance measure that we gave to all of the providers in the middle of the intervention so that they would see how they’re doing with the new guidelines and a personalized decision support tool.

Our decision support tool would read it back to CPRS look for clinical diagnosis, is the patient on a statin, and then would calculate the patient’s 10-year risk automatically. The decision support was tailored to the patient’s individual risk that current treatment and what the guideline recommendation would be for that patient. It was paper based and provided at the time of the visit.

This is what it looked like. So, it starts with the actual reminder. This patient has diabetes. So, he is at risk of developing heart disease or having a stroke. The VA DOD guidelines recommend initiating a moderate potency statin, and he is not listed as being on a statin. Again, that’s all personalized for the risk of the patient.

Then it gives a question. Did you change a statin during the, during this visit, did you change a person’s statin or dose? So, we can get information fed back and also specifically says, “Why not?” Sort of based on the CPRS reminders that we get really devise what we can learn and try to move forward.

So, the way we organized our data then was we had a preintervention phase. That was before randomization, before we did anything. We would gather data for three months. There was a roll out phase where we wouldn’t gather any data where we were making sure the intervention itself was working smoothly, the three month long intervention where an intervention group would receive the performance measurement and the reminders, and a post-intervention time when we stopped providing feedback, stopped providing decision support to see if the results lasted afterwards.

We used a cluster randomization within our clinic, the VA Ann Arbor. So, our clinic structure has five times, and we randomized two of the teams to be intervention, three to be control. There were 43 attending physicians out of that group, and they were randomized through that. The physicians would be the ones that would receive the intervention.

We did these multi-component mixed method evaluation. Our primary outcome then was of patients who were at that moment not meeting the guidelines, patients who should be on a statin but weren’t. What was the likelihood that the provider would change or initiate the dose to meet the guideline at that particular visit? So, it was a visit-based evaluation of what’s happening there.

Our secondary outcomes among others is where we looked at specific sub-groups, and we also did a 400-chart chart review to see if there were things going on that were mentioned in the record that weren’t clear from what we were developing from the electronic health record evaluation.

The analysis, again, the population was at the visit level for patients who were not meeting the guideline. We did multi-level logistic regression that was clustered for the team and the provider, and we also did adjust for the provider’s rate of the pre-intervention time period to make sure the providers with different understandings before the intervention were accounted for.

The population looks a lot like what most of us have in primary care, 90 percent men, average age was 64, 63 percent of our patients had a greater than 12 percent, were recommended a statin in this population, and as expected, similar numbers of people before the intervention, during, and after. 

So, to clarify, then, of course, the intervention, the actual decision support, would be given to the 63 percent of patients in the intervention group during the intervention. So, these are our primary outcomes. Again, the X-axis is the three time periods, three months before we started the intervention where no one is getting the intervention, three months during the intervention where the intervention group is receiving the decision support tool and the feedback, and then three months after the intervention where we’d stopped. 

The Y-axis is the rate of initiating the drug for patients who are eligible. The primary result is that middle group, the intervention after controlling the pre-intervention. As you see, one thing that happened was before the intervention, before the randomization, the control group had a higher rate of statin prescribing than the intervention group.

That’s odd. I mean it was randomized. It happened. We did then find a significant change. So, in the intervention time period, there was no difference, but the change due to the intervention was substantially significant. Then the results fell back after we stopped doing the intervention.

We then did a second analysis where we looked at patients in whom the treatment was not recommended. So, these are patients who did not have any decision support provider or any changes during the intervention at all and did not find any changes, which made us a little more confident that it wasn’t some sort of bias happening between the groups.

As I mentioned, we also did chart review, looked for a bunch of different factors. A few that stuck out was about 13 percent of all charts specifically mentioned a statin allergy or intolerance that was not encoded in the CPRS allergy intolerance variable, but 13 percent said they offered it, and the patient refused. Twenty percent actually did report this patient is on and then listed an appropriate statin that similarly didn’t show up in the prescribed drugs or the non-VA patient drugs list.

About fourteen percent of the providers said, “Not my issue, because my patient primarily sees an outside provider.” So, a fairly large number had a pretty explicit reason. Our qualitative evaluation during the process did sort of find some of the concerns we were worried about that helped influence our design.

One provider said, “I think there is resistance to the new guidelines. Patients are really caught up in the LDL.” I guess we used to drive that really hard. So, of course, providers aren’t necessarily following the guidelines, the patients are caught up in it.

Another one did say though that, “I hate having to go to the Internet or look up on your smartphone.” So, I think the idea reminder would calculate risk for you, which, of course, is something that we did. 

So, in conclusion, the electronic health record can be used for prediction-based decision support for regular care. Our intervention did increase prescribing for eligible patients, but these increases stopped when the decision support did. Some difficulties and limitations, again, we used a per-based reminder. IT integration would’ve been out of scope, but it would be necessary for really scaling this up, of course.

We found the data quality within the electronic health record, which is a lot of concern for a lot of our research, wouldn’t have skewed our findings, because they were randomized, but they sure did put an error term in there that makes it a little less clear. Of course, our intervention was only in Ann Arbor, which has both the problem of being a single site and being a single site where everyone knows me and knows my interest in this.

The policy implications, we’re looking at this as sort of future movement about big data in care. We’re going to start using risk prediction and other tools like that in regular daily care. That’s part of why we’re doing Million Veteran Program and other things. This is sort of the toe in the water of what that will look like.

For that to really work, for all of this data to be coming to be useful, providers must be comfortable with EHR-based prediction, EHR-based recommendations. Right now, they’re not. We did see that. Really, health services research is going to be the one that can help guide that transition. So, we need to modify the existing strategies, the ones that health services researchers have been developing for so long, modify them for the new roles that are going to happen in this new era of care, no questions about putting data there. I did that last night and shouldn’t have.

So, future directions, again, integrate risk prediction and big data with the existing tools and implementation science. We are particularly interested in combining guidelines with better integration of patient’s goals and values, which really don’t show up in any of the guidelines or any of these tools right now and, of course, figuring out ways to efficiently scale this up to a better scale.

Then, in conclusion, as a provider tool, it’s more than just flipping on a switch and having some Power Point slides. You really need to help clinicians understand it to give them strategies, give them confidence. We need help in order to get there. So, many people involved in this, I want to thank you so many who were involved, again, the LPN’s, in particular, did a fair amount of work for this project. The Center for Analytic Supporting has been very supportive in helping develop these tools as has QUERI and, of course, my many mentors and everything I’ve gotten from being here. Thank you.
[Applause]
Steve Fihn:
Steve Fihn in Seattle. So, two quick comments and a question. One was don’t underestimate, I mean I don’t know what happened in Ann Arbor, but it’s not just the doctors in our medical center. It took two years and major campaigning to get our medical center to remove the reminder for LDL over 100. That was just so ingrained in practice. Second is I just will reflect on Jean Yoon’s presentation before you, which she alluded to a big data prediction model that’s been in use in the VA for six years and is used by clinicians. So, I think we’re not starting from scratch.

Third, one of the questions is how did you define moderate dose statin, because the guidelines say moderate or high dose, and there’s a lot of confusion, I think, about how people define moderate dose? So, how did you classify that?

Jeremy Sussman:
Yeah, so, first I do want to apologize for not making a bigger point of the role the CAN scores played in a lot of this. I was sort of trying to think broadly on that, but, obviously, you’ve been a real leader in this. We chose the moderate and high dose values specifically from the guideline. I think it ended up being simva 40 or higher, or 20 or higher in rosuva, I believe. There were a decently large number of patients who were on low dose, which made them not meeting the guideline where they shouldn’t be, and some providers were very uncomfortable with that in patients over age 70. So, that is definitely one aspect of the guidelines providers are not thrilled with right now.

David Atkins:
Very nice presentation, so, to understand, so, you did not give them an actual risk score in the reminder feedback. Do you think that would’ve been more effective? I guess the other question is obviously it’s an arbitrary decision to say 12 percent is the cutoff. A lot of that 40 percent who would switch under the guidelines are people who are just a little bit above or a little before, but do you have a sense that there were some people that weren’t being treated who really were well above 12 percent? If you had flagged those, would have you have had more of an effect?

Jeremy Sussman:
So, the way the guidelines work, thank you for the question, was for patients with cardiovascular disease or diabetes, you don’t bother to do a risk for. So, on patients who didn’t have any of those, we did actually provide a direct number. So, then it ended up being less than third of the patients in the study. That’s at 18 percent. The VA DOD guidelines actually add in a separate group where if your risk is between 6 and 12 percent, it’s considered share decision making intermediate risk. We didn’t bother with those. We only did 12 percent or higher by the standards of this guideline are really supposed to be on statins. We felt like that gave us enough wiggle room that we didn’t stress about that issue as much as we otherwise would have or would have if we used DAC guidelines that have the kind of hard and fast line of 7 and a half. I think that 6 to 12 is a really nice role for a lot of purposes.

David Atkins:
Thank you.

Jeremy Sussman:
Thank you.

[Applause]

[End of Audio]
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