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National Patient Safety Goals Focus on #3 and #8

Keith:  When I was first asked to do this presentation, I was asked to do all the national patient safety goals.  And, I said, "We just don't have enough time to look at all those goals, but being a pharmacist, I would suggest that we look at two of the goals that I think that the pharmacy track individuals would be very interested in.  
And, that's National Patient Safety Goal Number 3, particularly the new requirement for January 1st, 2009, which requires us to put into place anticoagulant services that minimizes risk for the patient.  And, also National Patient Safety Goal Number 8, around medication reconciliation.  So what I'm going to hope to do today is to give you a little background of the areas that I am aware of that Joint Commission is looking for, also the innovative areas that the VA has already done.
But, just like our previous speaker, we've got to start with some type of pretest.  And, this is around anticoagulation, specifically heparin.  And, I picked this picture because it looks like my dog, Harley, at home.  Though Harley doesn't wear glasses all the time.  
So, take a look at these questions.  Heparin was discovered in 1916 at Johns Hopkins University.  Dr. Charles Best purified and crystallized heparin between 1933 and 1936.  Dr. Best worked at the Connaught labs in Dufferin Farms in Northern Toronto.  Connaught labs was owned by the University of Toronto until 1972.  And, then the definition of heparin.  Are all of those statements correct?  Who thinks they're all correct?  Raise your hand.  Oh, no one.  Oh, we have one, a couple.  Well, you're incorrect.  How many think there is one error in these statements?  Who doesn't want to take a chance at all?  But, there's a gentleman over here on the side that said he notices one error in these questions.  Sir, what is it?  It's a good try.  He's absolutely correct.  It's not dog's blood, but it's cat's blood.  So, sheep, cats, they all have fur, don't they?
Maybe many of you started your profession as I had in the early 70's and I remember when Connaught actually pharmaceutical reps that would come into our pharmacies and it was mostly a vaccine company, but it was owned by the University of Toronto.  And, through many, many mergers as we've seen other pharmaceutical companies occur, it is now really part of Aventis Pasteur Pharmaceutical Company.  And, it was the first company that actually distributed heparin commercially.  So, when your Aventis rep comes in, ask him that question.  See if they can answer that for you.
And, Charles Best did do much of his work purifying heparin.  That's a picture of Dr. Best.  
And, he did it at the Dufferin Farms in Northern Toronto.  Now, why do you think they did this on a farm?  Yes, sir.  That's right.  The intestines actually that they used to manufacture heparin was so putrid smelling that the University of Toronto said, "We have to move your operation outside of the University and get you out into the countryside."
Now, here's a bit of extra credit.  But, you can't participate.  You're just too good.  What other product did Dr. Best and Dr. Banting purify?  Just yell it out.   Insulin.  That's correct.  But, Dr. Best never got the Nobel Peace Prize for his work with insulin.  Dr. Banting did and Dr. John Macleod did.  Dr. Macleod actually just owned the laboratory in which they worked.  But, he shared in the Nobel Peace Prize because of the ownership of that laboratory.  Dr. Banting was so upset that Dr. Best never shared in that prize that he actually shared his cash prize with Dr. Best.  
So, absolutely right, insulin.  Another little story.
So, what's been going on in the VA around National Patient Safety Goal Number 3, anticoagulation?  Well, there was an anticoagulation workgroup that was established in early 2007 and it was chaired by Fran Cunningham at the Heinz Center and Jeffrey Sayers and that group had a couple tasks.  One was to develop or to analyze first what types of programs there were around anticoagulation in the VA.  And, many of you might have participated in a survey that this work sent out.  And, what did they find?  Well, they found that we're innovators, that we have at given centers throughout the country very innovative programs that meet all the standards and suggestions of IHI and the National Patient Goal Number 3 and every other regulatory agency that there was this tremendous innovation.  But, it was quite variable.  Some centers had one type of innovation.  Others had another.  So, on the PBM IHI website, they are sharing information that was garnered from this particular study.  And, if you're interested in policies and procedures, if you're interested in heparin weight-based protocols, and the final suggestions from this workgroup will also be on that website if they are not already.
The workgroup also shared all their work with many other professionals to garner their results and the results that I'll be sharing with you in just a couple minutes were also shared with larger groups throughout the VA so that we can vest these procedures and suggestions and garner as much impact and feedback as possible.
So, this is what we are actually vested to do.  One is to look at the IHI five million lives campaign and to look at the suggestions of that campaign and to see if those recommendations were already being done within the VA, such as standardizing concentrations of heparin, buying IV products in prefilled bags, education of patients and providers.  These are all recommendations of the IHI initiative.  Also, and really in parallel, because many of the requirements of the National Patient Safety Goal Number 3 parallel those of the IHI suggestions, except for the IHI, you're never going to see an IHI regulator in your facility, but you will see a Joint Commission regulator.  But, many of the initiatives of both of these groups were the same.  
So, what is Patient Safety Goal Number 3?  You'll see that now, starting January 1st, there's going to be new numbering of these goals.  So, 3E, which is the anticoagulation requirement, will now after January 1st become 3.05.01.  

And, this requirement is one of two that has a roll-out implementation schedule.  So, because this workgroup was put into place in 2007, they've now completed their work and what they're going to do with that information is - or they already have sent it to the central office and central office now is putting together a workgroup that will determine which ones of the recommendations should be put into a directive.  So, again, innovation at the local level was garnered and now this innovation will be moved to the national level through a directive.
So, why is anticoagulation so important?  I think that we all know the risks of anticoagulation therapy and these come right out of the Joint Commission website.  And, I think the last one is maybe the most important for us in the VA.  That is if we can standardize our processes on processes that we know will work and are safe for these patients, that will increase the safety and the efficacy of these therapies.
Also, when we look at anticoagulation, we have to realize where does it fit within all the other medications that we dispense and it is the 11th most prescribed drug that is Coumadin is, one of the most prevalent anticoagulations.  It's the fourth prescribed cardiovascular agent.  And, then look at the bottom, though.  I think this is very important for us to understand that this product really has much upside in its use.  In that many times because of the safety aspects of anticoagulation, they're not being used.  But, the AHCPR has indicated they've found that for every episode of an interaction with anticoagulant, with Coumadin, that there could be 20 strokes saved.  So, we have to dispel that this product shouldn't be used.  We know it should be used.  But, it should be actually expanded.  But, we want to do it in the safest manner possible.
Also, when you look at the USP MEDMARX data, anticoagulation makes up about 5 percent of all medication errors.  And, about 7 percent of those errors that are classified as END or those errors that do cause harm to the patient.  So, it's a highly used class, Coumadin specifically is a highly used product, and we know that nationally there's a lot of adverse drug reactions around these products.
Also, there are other studies that indicate, Bates for example says up to 10 percent of all ADEs might be associated with these products.  And, in other studies up to 25 percent of the hospitalizations, secondary to an ER visit, might be secondary to anticoagulation use.  
And, there's a great business case, many business cases, and I just referenced one study for you.  For every ADE around anticoagulation that we can change, we can save the VA between $3,000 to $12,000.  

The last thing that the group looked at besides IHI and the Joint Commission were the vulnerabilities that we had identified at the National Center for Patient Safety around anticoagulation.  As you probably know, we support the use of the RCA process within the medical center and those RCAs then are loaded into a database.  And, we were able then to search that database for vulnerabilities.  Many of these had already been identified by the Joint Commission and IHI.  But, then there's others that are specific to the VA. For example, we had many issues around physicians not knowing the particular dosage unit that was being prescribed to the patient.  They put into CPRS the dose they want, but they don't know what tablet strength might have been dispensed.  So, a 10 mg tablet very well might have been dispensed, could have been dispensed as two 5 mg tablets.  So, a patient needs to take two 5 mg tablets.  Subsequently, we saw the physician would say, "Oh, well, whatever dose you're taking now, cut it in half."  So, the patient would go from two 5 mgs tablets to now taking a half of one 5 mg tablet, or 2.5 mgs.  I think that's kind of a unique issue to the VA.  Also, we've seen RCAs garnered around discharges and where medication reconciliation, the second part of my talk might have very well helped.  A patient was scheduled for discharge, an outpatient prescription was written, it was processed by the pharmacy waiting to go.  The discharge of the patient was delayed for three more days.  In that delay, the medication, the Coumadin dose was adjusted.  And, now at discharge three days later, another outpatient prescription was written and sent to the pharmacy.  When the patient went to the pharmacy to pick up their prescriptions, they picked up both bags and took both doses and had a bleeding episode from that.  So, there's many things that were identified through the RCA process that this group looked at and tried to incorporate into their recommendation.
So, what are the elements of performance around National Patient Safety Goal 3E?  And, these are all the things that the Joint Commission says they're going to be looking for as of January 1st of this next year.  One is the hospital must have a designated management system.  In a survey that we - that the workgroup sent out, we found that 128 VA Medical Centers already have anticoagulation clinics of some sort or another, which is again I think speaks for the innovation within the VA.  But, if you don't have a clinic or even if you do have a clinic, you have to be able to answer to a surveyor and you should be answering to yourself, how do we deal with the individual patient, with the obese patient, with the patient that is heparin resistant, the patient that has heparin-induced thrombocytopenia previously.  How do we deal with those individual aspects of the patient within our facility?  Two, all hospitals should be using prefilled syringes or premixed infusion bags.  We talked about this.  I think most of the VA hospitals are using premixed bags.  But, if you're not, you should be.  But, recently with the heparin recall, how has your hospital handled then the inability to get those bags?  You probably had to make those bags within the pharmacy department.  What special care did you put into place during that time to make sure that that high-risk medication was appropriately used?  Hospital used approved protocols for the initiation and maintenance of anticoagulation.  Again, if you need those protocols, they're out on the VA IHI website.  So, feel free to look at those.  Also, INRs need to be drawn.  A baseline INR needs to be drawn as a baseline and then continual INRs drawn over a period of time.  And, I'll show you a study where there are many VA patients that are placed on Coumadin that do not receive continual monitoring of their anticoagulation.  Also, when dietary services are available, the dietary department must receive notification when a patient is put on Coumadin in the inpatient setting.  Now, you might say, well, we might have a pharmacist that does that or we have a Coumadin clinic or a service that does that.  JACHO has clarified this to say even if you have those interventions, the dietary department must be notified.
Programmable pumps, number six.  Don't read into this smart pumps.  That was one of the specific questions we had of the Joint Commission.  Does this mean that you have to use the programmable pumps that have formularies and safeguards incorporated in them?  And, the answer was no.  Just as long as you don't use -  Or, you just have to use a programmable pump.  So, in other words, no gravity feeds of heparin.  Education is important.  They want to see education for the patient and the providers as well as other staff that are working with those patients.  And, again, we have on our website and the IHI website has samples of educational pieces on that VA centers are currently using.  Also, what other - your PNP committee, your medical staff should have also addressed what other lab work needs to be drawn when anticoagulation therapy is started.  It's just not the monitoring, but you have to draw a CBC platelet counts and so forth.  So, that should be documented as reviewed by your medical staff and then implemented at your center.  Also, then number nine, has your center conducted an HFEMA or have you looked at RCAs within your center to identify vulnerabilities?  What are your actions around those vulnerabilities?  And, have you monitored those actions over time?  A typical TQM process.  But, many of the medical centers have done HFEMAs on anticoagulation and preparation for this particular standard. 
So, what were the actual recommendations then that came out of the workgroup that were sent to the central office?  Now, these are just the snapshot.  There are several more.  But, I thought these might be the most important for us to discuss today.  One is we found a vulnerability in the monitoring of Coumadin patients that required a stat INR within the CBOCs.  Because normally what happens a stat INR is written.  The CBOC then sends that to the laboratory that evening.  The laboratory reports it out the next morning to the provider.  The provider contacts the patient.  That's how it should work for any adjustments that are needed.  And, we what found was that there was many vulnerabilities in that process.  Physician writes it.  It goes to the lab.  We didn't see anything there.  But, then the lab reporting back to the physician.  Now, is the physician available to take that information?  They're on vacation.  They're not available.  Who else then takes it?  Has that been documented?  Who would take their information?  And, then contacting the patient.  Many times the patient is now not available to be contacted telephonically or any other way.  And, we have many documented vulnerabilities there.  And, then lastly, does the patient understand then what's being told them about adjustments of their doses over the phone?  There's a huge vulnerability there.  Think about your 80-year old parents, grandparents.  You know, are they going to understand someone calling up and saying, "OK, on Tuesdays and Thursdays take a half of the pink pill and on Monday and Wednesdays take a full of the orange pill"?  And, they just don't.
What we found though is that if - and there's great documentation. I put this slide so you would have it as you go back to your centers.  There's great documentation that if that communication can be done with the patient at the time they're in the CBOC, there's much better results than trying to do it telephonically after the fact.  Not that you can't do it that way, but this is a little bit better way.  So, the question is when should a stat INR be available?  We took that to the primary care safety committee and they said it really should be available to me within an hour of the time that the lab work is drawn.  So, one suggestion that the group had discussed was using a handheld devices, the Coaguchek device by Roche or there's many others.  Would that be a mechanism for decreasing the time for an INR report? We did talk to Michael Brophy and the associate chief in the lab and he said, "We understand that, but there's many issues that the lab has with those devices and we would like you to just tell us what the standard should be and we'll determine and figure out how to do it."  So, that was the recommendation of the group.  
INRs should be considered critical values.  And, I'm not just talking about the numbers such as five that was going to call a physician.  There's much more incorporated in this.  There should be a baseline INR.  That's a requirement of the national patient safety goal.  And, the vulnerability we had seen at our center is those baselines being taken before steady state was achieved.  And, when that happens, then all of the subsequent dosing changes are based on inappropriate INRs.  So, the suggestion is to wait at least 36 hours after the first dose of warfarin for example before an INR was taken.  And, then the second recommendation is that an INR be taken at least every 45 days for a maintenance monitoring of the patients.  And, a suggestion is that this could possibly be built into a standard order set so that you incorporate the drug as well as the laboratory requirements.
Patient education brochures.  Again, many facilities have patient education brochures available.  They're using them.  We put them on our website.  They'll also be on the IHI website.  So, if you don't have a good patient brochure, then go to those sites, download them, develop your own based on what you see there.
Physician education or staff education.  At least once a year there should be one grand rounds type presentation around anticoagulation.  If you walked up on your floor today and asked a nurse or a pharmacist, anyone that's involved with the patient care of anticoagulation, you know, "What is an INR?  What would be an acceptable level?  When these products reach steady state?" maybe just those three very quick questions, they should be able to answer that for you.  And, if they can't, then it's an indicator to you that there is a deficiency there.  But, the general recommendation is that this at least be done once a year.
Then standardizing weight-based heparin protocols.  Again, this is a requirement of the National Patient Safety Goal Number 3.  And, these are available on the IHI website.  And, if you go into the National Center for Patient Safety website, we have links to that.  So, you can look under our national patient safety goals and it will take you to these protocols.
If you haven't already done it and you should have and I think most centers have, these products should be categorized as high risk, with whatever limitations and restrictions that you put on that.  And, it might be as simple as if it's a high-risk product, then you would have two individuals check an IV rate when it's programmed into the pump.
Again, they have to be through a programmable pump and we clarified that that does not mean a smart pump.
Concentrations of heparin must be standardized.  That's a part of the medication management standard and minimized as well.  
I think most of us know about the tragedies that were around the mix-up between therapeutic dose vials of heparin, that is 10,000 unit vials and 10 unit heparin flush vials.  This actually happened twice, this type of mix-up; once in September 2006, three infants died in Indianapolis because a pharmacy technician had filled their Pyxis machine with 10,000 unit heparin vials rather than heparin flush vials of 10 units.  That same exact mix-up happened with the Dennis Quaid infants.  They did not die secondary to that mix-up.  But, as you're standardizing your concentrations of heparin, you should also be asking yourself, "Do we need all of the concentrations that we have in our pharmacy?"  And, then try to build as many safeguards as you can physically, such as that you don't stock the 10,000 unit if you do need that in a 20 ml vial that's only available in no more than a 2 ml vial.  You can work through your P&T, through your medical staff, determine some safeguards that you can put in place.  When you do that and if you're using Pyxis, then you can build the Pyxis drawer that will only accept that particular sized vial.  If they would have done that in Indianapolis, this particular error, these three infant deaths might have been changed. 
Again, IV heparin manufactured in prefilled bags.  You should be buying them that way.  
And, we had a great deal of discussion about minimizing Coumadin tablet strengths in the outpatient setting.  In the inpatient setting, JACHO wants you to see dispensing exactly what the order was.  So, in essence that kind of locks you into using the unit dose package with that particular strength.  

In the outpatient setting, though, where I had talked about the vulnerabilities we found, we really wanted the centers to evaluate would it be a benefit to the center and to the vet that you minimize the number of strengths of Coumadin available in the outpatient setting in that there would not be the - vets wouldn't end up with maybe all of these different strengths on their counters and potentially have confusion with them. And, we do have RCAs in which the vet was told to take the light green or the green tablet, cut it in half or do something else with it, and you can see where there could be much confusion in regards to these products or the generic products as well.  
Also, the thing that we had identified as a vulnerability is even when facilities were using Pyxis machines, they had all of the strengths available in one drawer.  So, when that drawer popped up, we had nursing staff select the wrong Coumadin strength.  
And, ways to get around that, of course, is if you want to use the CUBIE technology that's used with Pyxis now for those high-risk medication.  Only the little plastic cover when a drawer opens up, only a little plastic cover over the CUBE area for that particular strength pops open.  Or, at the very least if you're using Pyxis, different strengths of these high-risk medications should be in different drawers.  So, when that drawer opens and the nurse looks for Coumadin, that there's no potential for picking the wrong strength.
And, again, dietary consults must be available where there are dietary departments.  And, a requirement is that they are notified even when you have Coumadin services that might be in another department.
And, then lastly Coumadin clinics or what I call anticoagulation services should be available to all inpatients and outpatients.  Even though we saw 128 centers had anticoagulation services, we found some were restricted in that it was only to cardiology, only to primary care, and what we found is that it really is best if those are available to all services.  
So, what we did for the background behind that particular recommendation. 
There was a study done in cooperation with MCPS and the PBM looking at patients throughout the VA that had a diagnosis of atrial fibrillation and were on Coumadin.  
And, what we looked at was, number one, if they were on Coumadin did they get an INR?  And, was that INR then in the therapeutic range?  And, what you see is about 40 percent of the patients that were in this study received an INR and it was in the therapeutic range.  About 40 percent never got a documented INR in their chart.  Now, it's not say that one wasn't done outside the VA, reported into the VA, but it definitely was not documented within the chart.  And, we looked to see if we could find it.  And, then there was about 20 percent that were either subtherapeutic or supertherapeutic in their levels.
We then looked at those patients and in the individual medical centers and said there are some patients in this medical center that were seen and monitored through a Coumadin clinic and there was some that were seen outside the Coumadin clinic, normally by a physician monitoring.  And, what were the difference there?  And, what you see if you look at the red line - kind of hard to - or the black line here.  Those patients then were - had an INR performed versus the black dotted line, which these are those in a clinic.  The black dotted line are those seen outside the clinic.  And, then we asked were those therapeutic?  And, here's the response.  When they were in the clinic and the dotted line for those patients that were outside a clinic.  So, what this study really showed that patients being overseen by Coumadin clinics number one had a higher propensity for INRs and had a higher propensity for INRs being in the therapeutic range.
Now, if we just looked at the differences - if we took the delta between those rather than graphing them out, this is what you see.  And, we are very interested in why is there so much vulnerability in these Coumadin clinics versus physician monitoring.  For example, at the one end of the spectrum by going to a Coumadin clinic there was a 60 percent improvement in patients getting INRs drawn and approximately a 40 percent improvement in INRs being at a therapeutic level.  And, you can see that there's great variability within the medical center.  So, we were very interested to look, well, why is that vulnerability or the variability occurring?  
And, first we looked at, does it make a difference if Coumadin clinics see the vast majority of anticoagulation patients or we found some clinics that were seeing very few.  They had a clinic, but they were seeing less than 20 percent of all the eligible vets.  And, we did see that there was a correlation in the clinics and you'll see that 70.7 percent of the vets in high volume - I'll call them high-volume Coumadin clinics - were having an INR calculated versus 58.8 percent of those lower volume clinics.  And, the levels within the therapeutic range were about the same, not statistically different.  But, what that meant to us is that if you're going to have a Coumadin clinic, it has to have enough volume.  Go ahead and have all of the patients within your facility eligible to be seen within that clinic.  And, then we looked at the physician-monitored group as well.  And, just as the graph had shown, the physician groups - I'll say physician group - they might have been monitored by other professionals, but they weren't monitored within the clinic.  And, each category were significantly less than those that were monitored in the clinic.  But, again, those that were in the therapeutic range were very close to one another and very similar to those patients seen in the clinic.  There just wasn't as many patients that ever got an INR in the first place.
We also then looked at the survey that the PBM had done and then matched that up with the clinical survey with the atrial fibrillation patients.  And, what we found was very interesting.  We looked at two groups.  What I'd call the most effective anticoagulation clinics and those were defined as the percentage of patients with an INR times the percentage of patients in the therapeutic range versus the least effective therapeutic anticoagulant clinics.  So, we took all those clinics and we ordered them and we looked at the top 20 percent and we looked at the lowest 20 percent.  What we found interestingly enough was the patient volume was about the same, but the differentiators were that in the most effective clinics, laboratory staff were a part of the Coumadin clinic personnel, 63 percent of the most effective clinics had laboratory staff versus 10 percent of the least effective Coumadin clinics.  And, that support personnel were very important.  This is a question that's asked in the negative, but no support personnel available in the most effective clinics, 100 percent of those had support personnel.  While in the least effective clinics, only 60 percent had support personnel.  And, the FTEs were significantly different by about 50 percent in those clinics.  So, if you're going to have a clinic, you want it to be high volume.  You want to have the staff that's required, especially one that's associated with the laboratory.  And, what we've seen so far in our VA Coumadin clinics, those are the most effective.
And, what's the pharmacist's role?  There's many, many studies out there showing the utility of pharmacists being involved.  And, every one of the Coumadin clinics in the VA indicate that a pharmacist is involved somewhere in the process.  Not always running it, but at least somewhere.  And, it is a recommendation of the IHI that pharmacists be a part of those clinics.
So, that completes the formal presentation about National Patient Safety Goal Number 3 and really again the salient points are that there is going to be a directive that will come out probably by late summer out of the central office that will take these recommendation from the anticoagulation workgroup and develop them where they feel is appropriate into some type of directive.  Now, all of these recommendations we've seen throughout the VA.  So, you might think well our center is doing all of those.  And, that's great if you are.  But, some centers are doing some and not others.  So, the directive will just standardize the process throughout the VA.  But, if you're already doing them all, I applaud you for that and good job.
So, we wanted to go on then to National Patient Safety Goal Number 8, medication reconciliation.  And, here I've highlighted also 13, because that requires education and involvement of patients in their care and definitely medication reconciliation does that.  You cannot reconcile medications without the patient being involved somewhere in the process.
So, again the nomenclature is changing and there are new additions to this particular national patient safety goal.  The biggest addition is in what is now 8B in that communication after January 1st has to be documented.  Right now, there has to be communication about medication reconciliation between providers of care.  But, just the generation of the list is the only thing that Joint Commission looks for.  It's also the only thing that the CAP, the IG was looking for during our CAP surveys.  Are you generating a list of medications that could be sent to other providers?  After January 1st, you're going to have to document that as well.  One other issue that we had identified in the VA and actually asked then the Joint Commission to change this standard, is previously you had to communicate really the three different groups of providers.  One is VA-to-VA provider.  And, the answer there is normally CPRS.  VA to a contracted provider.  And, that could be CPRS or there would have to be other mechanisms for communicating what drugs a patient is on in that provider's contract.  So, maybe you do it via fax or some other mechanism.  But, the third element was in the current standard it said you have to communicate with all other providers that see the patient regardless of your relationship with that provider.  So, if the patient said, "Well, I'm seeing some guy down in Florida and his name is Dr. Smith," you would have to try to pursue sending to Dr. Smith the changes of medication regiments that you had just written.  And, we found that that just wasn't a reasonable standard.  It isn't a reasonable standard in the VA.  It's not a reasonable standard throughout the country.  And, the Joint Commission already had standards around emergency room visits that said by giving the patient the list of medications, that would suffice for that third group of providers.  That is, allow the patient to be their own advocate and give this third group of providers that list.  And, they have changed the standard.  Officially, it was to change January 1st of 2009.  But, the Joint Commission has assured us that they are no longer surveying on that third element, are you providing lists of medications to those providers that have really a very weak relationship with the VA.
They also changed and added 8.04.01 for January 1st and this really has to do with ophthalmology clinics and dental clinics, those that are just really using pharmaceuticals secondary to the procedure.  Before it was in their FAQs that all you had to do there was to look at a list of the medications and check for side effects.  And, now they've formalized that as a part of the goal itself.
The big thing is that reconciliation is not just a list of medications.  But, you have to reconcile that list with what you think the patient should be on.  And, again, that's something like for example with the CAP surveys, they just said, "Well, where's the list?"  but they weren't looking for what were you doing with that list.  Show me when you had to contact other providers because you thought a particular drug was omitted or not.
So, this is a huge problem in the VA and outside and I've referenced many, many articles that you'll have for your own use that shows that medication errors during the reconciliation process, during admissions, changes in levels of care in the center and then also at discharge are a huge inducement to ADEs.
So, what about in the VA?  Well, there was two studies done, actually one in 2004 where they looked at what was in CPRS and then talked to the patient.  "Is this an accurate representation of what you're on?"  and, only 5 percent of the patients reconciled were - did the CPRS actually represent the medications they were taking.  Well, where was the big deviations there?  It was in over-the-counter meds and meds outside of the VA.  CPRS was working for the most part, but those meds have to be reconciled as well, including any vitamins and nutriceuticals and so forth the patient is taking. And, then Dr. Maureen Layden at White River Junction, they implemented a procedure of getting lists of medications to the patients.  And, what she found, even with their best efforts, only 40 percent of the patients were leaving with an updated list.  So, we're really not doing very well in the VA.  

So, why do we want to do this?  Well, again, I wanted to reference many, many articles for you that these are cost-effective interventions and they're - where medication reconciliation has been used effectively, it has significantly reduced the number of adverse drug events for patients.  And, a lot of times you'll hear, "Well, this takes too much time," and, the third study I think really speaks to that.  Where if it might take a little bit more time. There's a little bit more cost in doing medication reconciliation appropriately.  But, if you take into consideration all the time that was spent in callbacks, clarifications and then ultimately ADEs by the patient, it is still very cost-effective procedure to do.  

So, you're not alone.  Most pharmacists know about - and physicians know about medication reconciliation.  They think it's of great value.  Unfortunately it's really operationalizing medication reconciliation processes that has been standing in our way.  
And, if we look at the recent VA studies, we see that 25 percent of the medical centers are not meeting this particular standard, versus 24 percent outside the VA.
But, interestingly enough, if you look at where most of our centers are faltering, it's not with the newer recommendations that outpatients receive a list of medications.  Only 12 percent of the centers failed in that regard.  But, 26 percent failed in the inpatient activity.  That is admission, change of level of care, and discharge.  

And, this just goes to show you again for 8B, about 88 percent of the VA centers are in compliance and that's versus about 72 percent outside the VA.  
And, it's getting worse.  This is a graph of what the Joint Commission has reported and I really think this has much more to do with their emphasis on medication reconciliation than anything else.  

So, what have we done in the VA to support medication reconciliation processes?  Well, there's really four items and maybe five we'll talk about.  One is the Hines Class 3 software that was developed by Rob Silverman.  There's been a presentation or there will be a presentation tomorrow morning on this.  But, it has been now moved to Class 1 software and this software then allows you to generate lists for the patient upon discharge. The Portland Patient Safety Center of Improvement has developed an intake device that they call APHID and I'll show you some slides on that, that helps to collect the information from the patient.  We've developed at our center a cognitive aid called Play It Safe.  Maureen Layden has done a VISN 1 collaborative where she put to task all of the centers in VISN 1 and has asked them to develop a standard processes that would meet this standard and then they would evaluate all of those processes to see which ones are most applicable nationwide.  And, then I talked to you about the intervention that we had with the Joint Commission, dropping that one standard for providers that have very little involvement with the VA.
So, this is a picture, just a quick picture of Rob Silverman's product that's gone from Class 3 to Class 1, where it actually generates a list.  And, I would invite you to come to his presentation tomorrow to hear more about this as well.
This is a shot of the cognitive aid. You probably already have these in your center, but they're available from our department in Ann Arbor.  But, the impetus for this was we were in centers going through a Joint Commission review and staff at that center were asked, "Well, what is your medication reconciliation process?"  And, they couldn't speak adequately for something - to the process that they were already doing.  So, by giving them the support piece that educates the staff as well as the patient.  We had also seen problems with the patient receiving lists of medications, walking out to the trash barrel and throwing them into the trash barrel.  And, it had all their confidential information on it as well.  So, we really needed to do something to educate the patient about why they're receiving this list of medication and also it can be used as an outline for the staff during the Joint Commission review to just say here's what we do and how we do it.  

This was the issue that I had just mentioned.  You know, I'd like to say that we could have a Joint Commission speaker come up and they could tell you just exactly how to do things.  But, the truth of the matter is there's variability with even in the Joint Commission as you well know and how they interpret these standards.  So, even though we had changed the standard, there was still information coming from them that these individuals that were on the periphery of our care but seeing our patients needed to be notified.  And, that is no longer the case.
Here's just a couple shots of the APHID product from Portland.  Blake Lesselroth and Victoria Church are now coordinating this effort.  
But, it really is an intake device.  The patient comes into the clinic, they sit down at a kiosk and they put in, "I'm here for my visit," and these are the screens that come up.  "Is this you?  Is this your correct address, telephone number, insurance data?  
Please identify the medication allergies that you have.  Here's the one that we have listed, are there others that we should now list on your profile?"  
And, then it goes through all of their medications and the APHID product is tied to a database that will actually show them a picture of the product as well.  And, ask them, "Are you still taking this medication or not?"
And, the question that Dr. Lesselroth had was are our vets capable and willing to sit down at a computer and update really their profiles.  And, what he had done through his study was he had found that there was significant agreement by the patients that they can do, they want to do it, and they have the capability of doing it.  And, at their centers, if they don't, if there's some issue in which they cannot participate, there is someone in that clinic intake area that can help them.
And, my last slide is something that I'm very proud to share with you that Maureen Layden, a VA scholar at White River Junction VA has been now appointed to a position to coordinate nationally all the VA initiatives around medication reconciliation.  What we had found was - just like in anticoagulation - many, many centers are doing just innovative great work.  But, it was so hard to coordinate that work nationally and to come up with a national standard that will meet all the requirements, that it was felt best that Dr. Layden be appointed to this position.  So, we're 99.9 percent there in that appointment.  It should be made very soon.  But, if you have a question about medication reconciliation, or other innovations throughout the VA around this initiative, I would definitely talk to Maureen Layden is your contact and you'll have that on this slide as well.
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